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1, My »sss» is De^ls Ci Hoop«. My office adtos is 8325 Walnut HiB. 
Las*e, Syite 12S S Dallas, Texas, 7523 L I am over 21 yeans of age. of sound ffii&l ami. 
eompeteat to amte feis 'DeeiatsstKsn, 

2, AO of the mfi&mmU: mad© m this I>ocl&rMmm .made ©» pem>s&i 
knowledge are true or, if ade oh safomMioB and belief, am Mievea to fce : ra. 



the p«: plication Serial Mo. 08/902 s ® 2; Hfed J«iy 3G\ 1997; fat Axtagutoas 



specially cojuaBraiag tfee issues of sfcSmtkm of the woxds. *%w*** ami "txaasfei- factor" 
as used i» Warn, a K?fere»oe cited dgaissst fte palest . appikssfesa* 

4. I am medics! physician widx board c^fieaiiosi m. A&mmm am! Climeal 
Pathology, t am * graded, of the liatemed 
wife tibe UJS, Mmj in Flexible Medfelse aad did.xay jPalboipgy mdds«ey at; fee 0.3. 
Havai Msspif&i Saa Diego, Calitaia. I also hold a PkB. la Msardbioloiy to* the 
Umvmity of CMifomla, Davis, 



I Isave hem. asfcesi to givs m. expert opkdou oosiconihig issued ssrtm>iiadi»g 



pls^syffe 
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5. My jao^ssioaal. experience includes CMxixsaB of Pathology -at the CIS, 
Naval Hospital San Diego, AdvisOMotbe SB^geos General of the Navy for Pathology, 
sssd Medical Direeior to Alpha I&mpenile Corporation f *ATC% ATC ssade blood 
jm?dBCts .from donors ami demor poofe wblc& were evaluated md approved by the F.DA 
prior to adxhiiusttafion to patkasts as $myeefa : ixmmm. I tave also held other 
xsedte&l tfteetcKafeips. in Blood Bania Transfusion Centers. I am enclosing a copy of 
ray Ctimatlum Vitm. with ibis Ueciaratsoiiu 

ft. 1 have evaluated fee f bifowmg prior to giving my opinion these matters: 

a, Otigteal aj>pIkatio» for patent, as filed; 

b. Brief .for A$p&imi$ and bached Apfse^diees; 

e. Ofgee Actios dated My IS, 2005 rejecting the. pending daims; and 

d. Re&tef&es cited in the Office Actios, dated July IS, 20O5 against fee peodigg claims;- 

C!) Yondim et &L % i Tmti®ml a( Em^isnmmtaBy Szmix\m Pmmm with 
Ttans&cFax&Xi Fast i; .Jmmiw&Q&xs Studies;* YoMIbi, ei al. OMeai Ecology, Vetae 
7, Number 3); 

(a) Wamaa (US .Patent^ 4,435 384); 

(hi) OosM ei al. (US Patent No. 4 t OOl,08C% and 

<iv) 'I&ne et al. (as copy attached to Office .Aetism. dated. J?dy l$ f 2QQS); 

e- "Amendment? to the application dated April 7 t 1999; 

f. 'TRnslimaiary An^dssest* to tbo appiicstioB dated. December 20, 1999; 

g. ^liBHBary Axnesdtoenr to the appliesta d^ed September 1 1, 200CX 
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7. I .requested to provide my mdef>ess.tept expert opkfcm regarding issses 
raised By fee ewiM oa the dififerwe ami sitml&rities hsm&m &e method of 
am»Iogo«s d©»ati©» as -.it; is Ascribed to fc psat a^icadon ted fee words "dNtof" m& 
"tmxmfei; fector* passed iii Wamsa< 

The: foHqwisg Me dssfeitidss whseh. are pe*tu«sat to the is$g@&> 

9 * B«Sffi 5 '^e Wareri |satet *mes the word ''donor.** A domsr is defined by 
%® Code..©f l^toi Mzg^Mkms 21 (CTR21) a*m.Mvidt*al wko vtitwtissm to&mm 
whole. Mood or blood cosxs|x>aeats. The donor must-be fesaWty aad oaoy m© deieeiibic 
<£seases sacfr-as HIV, Hepaiitis. M^y otter wmi digest or bacteria! disease.. The dbm* 
mesl: miswer specific {juesttoas eonce.ni.iaf p^loiss e%pmwe$, travels,, md illaesses. 
These .questions help discern if the pptet. cm be fetfeer used as replaeemeM for Mood 
or Mood pmdocis, 

10, Use AiBenesri Asxoeistkat of Stood BsafcrCAABB") md. the EDA 
iferoagfithe CFR 2.1 puMMoa. define the types of donation allowed, '** 2 The Americas 
Medical AssociafeM's Cornell ob Saeatifip Affairs also describes these dosaifoBS types 
as we ll 

a. Allogeneic doitatba i» am m. which the Mood or blood pr©dwt. Is 

coMeclKd firom a donor oilier thaa ibe pattern who is . ill, md i« trassfesed 
iaio a palieM. 

k Autologous doaattoo is in which the blood or blood, preset is 

MBdmi from a paiieM that Is ill ami after maaipidation, kre-intmdtK^d 
to feat same pmiari 



1 Code of. federal rsg^ktiosss. life 2 i ORE. Washia«jtasL DC; US Oevertttreftt 
Pria&g Office 1997 (wm^mmmy). 

2 A&smzm Association of Blood Banks ("AABB' >, ) f Teefo*as»l Maaoal, 12* Edition 
Beifeesd^ MarylamL 
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factor*, Tra&s&sr. feetoris ose dfanoy biologically acti ve compoaeats fytm knmm 
kufcoeyt® extracts/ .Extracts from fee types of c®£s costsin tommolcsgic s«bsta?«e5 
thai isdBCe a& immiMologlc response. Ham* cells m ImiMxytm fem aae patient or 
grtNip of patients caataia iMoIogkally active compoamts tMt can induce as otm 
tespo&se.. 

12.. ISeMS^ss^^ 
<ta*ati©»8, aa*f tmssfer fkstor am closely tkdfe ttse definite of tota&c®, or self 
secsjgfiitwm, to ^tolopms dkmatksBs* m ladmdimi frdomfeg iya^boeyt«?s or Mood 
pmdmm hmk. .to themselves, fe jOtogenefc <Joaata$* .an ixt#*?M«ai is donating 
.lyiaplEQcyt.es m blood pt&totm kMo aaote ;re^©sk 

13. Trausfe factor is an aaasone sab^tsaee wMch i& collected ami faspsfeedi 
feoss dosorCs) to m;lpksfs, Tbere Is so autologous steuaticm ^s©eis.tsd with tamsfer 
fadtOF. Irs Ms siraftestform, periptealtoferaace snlgfet arise as a HsssJt of s igaoramce% as 
potential w&a^&gsm 8m. mmmta hidden or seq^fcstsed. taa fee iesmrae $$$tsm 
emmn im$ixc& mm-mmm^ Ibis has foeeu demomtmted by & variety of 
Ktves&gators.*' ' % * M mio~mti$&m deyeiop, the smspiisdlag lysipbocytes have receptors 
to self sMige^s that are seqaesfared; thus, lympfec^yies 0a tm mcogafee those antigens 
^ » taaMKOogi© mtp&w® ©caws. If other afiagmelc amigeas cos^ I« contact wid* 
aasthsr tmiMd&&i lymphocytes, %a immim&. response eaa' 

3 Ymtism et at tttmtmm of EsviH>sromtally Smstrde Patients- witfe Trans&r 
Factor, Fan X: Ismasmolo^e Smdles; 5 ¥cmdim 5 el M, CWci Ecology, Yolimsc 7, 
Nisraber 3.)* md the scferesices cited ihe»teL 

4 Eapp!cT s J.W.. ; Roelaa, N. and MatxacX K (1987) T ceJl tolerance bv doml 
rfimifiMKm ia the ffiymas. Cell 49, 2T3-28& 

* Mimdino, A» f IChorots, A., md. 3mMm, MX (1996) He; aaatomy o.fT-celt 
activation aad totosice, Proc Natl Acad Sol USA $3! 2245-2252. 

8 Jones, L.A. et at (1990) MpteO. clonal ebmmatlos offta^lo«M T cells. Science 
250, 1726-1729, FufeMed, 
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14. Autologous mfe to' sell if "self cells ace rejected imo self (sms 
iBdMdual), tlieB no Lmmmm .response wmM mem because of tfeo "i&swmeer or 
'fetemes* 5 of the sequestered imaxa&to receptors. Haw, the -uammk of lymphocytes 
tram m individual a&d ^injecting them, back into fee paMeM (as is expl&med Is this 
patent process) Is different that iajecfeg aBogwc «g»»s foom a dlffest individual. 

1S - Ttms^ Mm m the sshsMsce Med ftom dlogesek taas I^ocyte 
s.xm?cts aa4m|exted iat© .another Mfogmele recrpieat; tibs, the concept of *1jnxnaae 
igaor^xce" or '^leraaoe*' is sot maiMalsed. 

1 6. The Wkkb patent states that: "Tzws&a f&emr Is obtained Ssm tlse 
lymphocytes of a ftam* - having no- history of tecumatt feibci&M by terpes vims.* (Co!. 2, 
l&sss 35-37} and that the psocess. in Wmm iacJndtes the step; "1. Obtain* hepatinked 
whole Mood mmpU&ym a suitable &w»f (Otfl. 2 y Hres 47~5!». 

1 7. The Wsmsa pstim Umbm feat ttaas^r factor is obtained froai any 
IMividaal who has bo history of a«^«msat iMeetioa*. S|xx5ifical!y herpes vitns, .All cases 
sited id the patent ate patients with herpes- simples: or eoBdylomatoius growth, not 
otherwise specified. Traas&r facte was prepaasi by ^imwisg lyssphocytes &oaa: a 
"suitable dkaix^T that does sot have a Mstoxy ©freeojasat infection by herpes vkus. 
Transfer factor was- obtaus&d -fmm. these lymphocytes that have bees -nembwd ffeom any 
ofljer patient otter that* that one with the virai i^fectlrm, ie. ( an allogeneic donor, not an 
autologous donor. Isss, immfer factor as taugM by Waeeu did not 'have ,«y 
mlatioasMp or association with arstologows donation 

18. It is clear that Warden's fstfesttamght that transfer Jactor was to he used 
topically on p&tteMs with viral infections. Wansea escltated taking cells fern any patient 
wife a hfery of sndht:a.vtr«i Mfecboa, Tims, « roati^cer eao. sot draw the eonelmten 
that any source of iyiapbocytes cas he osed, Tins lyt^hocytes simply mast, eorae from 
.any patient other than, the patient being treated for soch a skin iisfectios, 
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19, Based oft fee aeeepied -defkdtioa of ^tomsfer fmi®s?*M feeing, allogenic 
a&d based on the eoaceoi fer allogenic dosor Issues fe fgmift (i.e., no history -of jherpes 
vims sad concern for usiog. <s a sesfeOjle" donor), in say oj>Mob fee ptoper' trndertfaadtag 
of the terms "donor" asd **traasfer factor* i& Wasten & solely in the context of atlogsueic- 
dooaticfflu Warren does not disclose or suggest autologous donation.. 

20, Similarly, YoMim et at, toadies feat taaisifer factor Is obtained' from 
peripheral Mood from- random raraialheaHhy. doaom &okted feafe.?cytes fkxm these 
doooxs were pooled, lysed mid as mem /pHSflansa. Thm*. tmmf&t factor iroia tee 
patients Is not antoJogotog cell Isolates 

21 , <kmst ei al, ieaobes feat traasfe? fectar may be ©htajsseri fern 
lyaiphoMasioM cells obtained fey modffi<mi« of lysftpfeooytfcs derived eitfeex fsam man 
<* ®&«£ &m man may be employed; thas, the product obtalsed. is fern an 
attogenet© donor, net m autologous donor. 

22, 1 is appas^ot to this ttsm»m&t that Ymdim eiai, Wamsa, Qoust et aL, asd 
Ijtneet si* do ftot ene&sftpass- the same .. teachings as Sea, ei ai. as set fortfe in Claims 49-- 
64 of the Rea.et at .patent application 

23, Ifccnsby declare that all staiemmfe made heaem of my own knowledge-am 
true, thataH staterMs .made on iafoiiMtion and belief are believed to fee tme, and 
fete that these s^msmm ate asade with the kaowlodge feM willful false mtewesm- 
aadthe like ppMsbable by- fine or imprfeomneBt, or both, aader § 1001. of Title .18 of 
fee United States Code, and feat m#x. viffflfal Mse statements ftmy jeopardise the validity 
of the applfca£i« f asrv patent issuing is®, ®r m$ pmm to wMch the verified 
st^toemt is directed. 

petmhj Q. Hooper, MJB., : PbfD, 

i..k^A0dfe 
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Cunleuiym Vla^ of Denms Hooper, y.O,, Ph.D. 
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